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DETAILED ACTION 

Election/Restrictions 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-27, drawn to an apparatus, classified in class 606, subclass 108. 

II. Claims 28-31, drawn to an apparatus, classified in class 623, subclass 
1.12. 

III. Claims 32-35, drawn to a method, classified in class 623, subclass 1.15. 

IV. Claims 36-47, drawn to a method, classified in class 623, subclass 1.11. 
The inventions are distinct, each from the other because of the following reasons: 

2. Inventions I and II are unrelated. Inventions are unrelated if it can be shown that 
they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions have different modes of operation and have different designs. The 
apparatus of group I can be used with any number of implants and the apparatus of 
group II, is not designed to be used with a balloon and balloon catheter. Both the 
inventions of group I and group II would not be used together. 

3. Inventions III and IV are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions have different modes of operation and have different designs. The 
method of group III is for maintaining an implant in a twisted configuration whereas the 
method of group IV is for deploying a stent. 
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4. Inventions I and III are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1 ) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product. See MPEP § 806.05(h). In the instant case the 
apparatus as claimed does not require a sheath. The method as claimed can be 
performed with an apparatus that does not require releasable joints. 

5. Inventions I and IV are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1 ) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product. See MPEP § 806.05(h). In the instant case the method 
as claimed can be performed with an apparatus that does not require releasable joints. 

6. Inventions II and III are related as apparatus and product made. The inventions 
in this relationship are distinct if either or both of the following can be shown: (1 ) that the 
apparatus as claimed is not an obvious apparatus for making the product and the 
apparatus can be used for making a materially different product or (2) that the product 
as claimed can be made by another and materially different apparatus (MPEP § 
806.05(g)). In this case the method as claimed does not require an apparatus wherein 
the implant is a stent. The apparatus as claimed can be performed with a method of 
maintaining a stent in a collapsed position by positioning and removing a sheath over 
the stent. 
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7. Inventions II and IV are related as apparatus and product made. The inventions 
in this relationship are distinct if either or both of the following can be shown: (1 ) that the 
apparatus as claimed is not an obvious apparatus for making the product and the 
apparatus can be used for making a materially different product or (2) that the product 
as claimed can be made by another and materially different apparatus (MPEP § 
806.05(g)). In this case the apparatus as claimed does not require the guidewire be a 
balloon catheter. The apparatus as claimed does not require a balloon. The method as 
claimed can be performed with an apparatus that does not include a sheath. 

8. Restriction for examination purposes as indicated is proper because all these 
inventions listed in this action are independent or distinct for the reasons given above 
and there would be a serious search and examination burden if restriction were not 
required because one or more of the following reasons apply: 

(a) the inventions have acquired a separate status in the art in view of their 

different classification; 

(b) the inventions have acquired a separate status in the art due to their 

recognized divergent subject matter; 

(c) the inventions require a different field of search (for example, searching 

different classes/subclasses or electronic resources, or employing different 
search queries); 

(d) the prior art applicable to one invention would not likely be applicable to 

another invention; 
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(e) the inventions are likely to raise different non-prior art issues under 35 U.S.C. 
101 and/or 35 U.S.C. 112, first paragraph. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a invention to be examined even though the requirement 
may be traversed (37 CFR 1.143) and (ii) identification of the claims encompassing 
the elected invention. 

The election of an invention may be made with or without traverse. To reserve a 
right to petition, the election must be made with traverse. If the reply does not distinctly 
and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. Traversal must be presented at the time 
of election in order to be considered timely. Failure to timely traverse the requirement 
will result in the loss of right to petition under 37 CFR 1 .144. If claims are added after 
the election, applicant must indicate which of these claims are readable on the elected 
invention. 

If claims are added after the election, applicant must indicate which of these 
claims are readable upon the elected invention. 

Should applicant traverse on the ground that the inventions are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the inventions to be obvious variants or clearly admit on the record that this is 
the case. In either instance, if the examiner finds one of the inventions unpatentable 
over the prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 
103(a) of the other invention. 
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9. During a telephone conversation with Jim Heslin on May 4, 2009 a provisional 
election was made without traverse to prosecute the invention of group IV, the method, 
claims 36-47. Affirmation of this election must be made by applicant in replying to this 
Office action. Claims 1-35 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

10. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

Drawings 

1 1 . The drawings are objected to because of poor line quality: the lines, numbers 
and letters are not uniformly thick and well defined, clean and are difficult to read. 
Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement 
drawing sheet should include all of the figures appearing on the immediate prior version 
of the sheet, even if only one figure is being amended. The figure or figure number of an 
amended drawing should not be labeled as "amended." If a drawing figure is to be 
canceled, the appropriate figure must be removed from the replacement sheet, and 
where necessary, the remaining figures must be renumbered and appropriate changes 
made to the brief description of the several views of the drawings for consistency. 
Additional replacement sheets may be necessary to show the renumbering of the 
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remaining figures. Each drawing sheet submitted after the filing date of an application 
must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 

12. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

13. Claims 36-47 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Schuetz (5,843,090). 

Regarding claims 36-39, 41-44 and 46, Schuetz discloses a method for treating 
a lesion in a human body comprising: positioning an elongate stent carrying member 
(ref 12), which has a self-expanding stent attached thereto (ref 30), at a location in a 
vessel with the stent near a lesion (Column 2, Lines 20-22 and 29-32; Column 3, Lines 
9-17 and 21-26); passing a balloon catheter (ref 20) with an expandable balloon (ref 26; 
Column 2, Lines 27-29) over said elongate stent carrying member, which serves as a 
guidewire for said balloon catheter, to the lesion (Column 1 , Lines 42-45); aligning the 
balloon of balloon catheter with the lesion (Column 3, Lines 21-23); expanding said 
balloon while said balloon catheter is over said elongate stent carrying member with 
said balloon aligned with the treatment site to dilate the treatment site prior to 
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deployment of said stent (Column 2, Lines 32-34 and 58-67; Column 3, Lines 1 5-25); 
moving said balloon catheter after at least partial deflation thereof to allow deployment 
of said self-expanding stent at the lesion, while maintaining said balloon catheter on 
said elongate stent carrying member so that distal end of the balloon catheter is moved 
so that said distal end clears the treatment site (Column 2, Lines 33-40 and 65-67); and 
deploying said self-expanding stent from said elongate stent carrying member at the 
dilated lesion wherein the stent assumes an at least partially expanded shape (Column 
2, Lines 37-48). 

Regarding claims 40, 45 and 47, Schuetz discloses moving said balloon 
catheter over said elongate stent carrying member after deployment of said stent and 
positioning said balloon catheter balloon in the deployed stent and expanding the 
balloon catheter balloon and deployed stent (Column 1, Lines 5-11; Column 2, Lines 49- 
67; Column 3, Lines 26-37). 

Conclusion 

14. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ERIN COLELLO whose telephone number is (571)270- 
3212. The examiner can normally be reached on M-F: 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571)-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kevin T. Truong/ 

Primary Examiner, Art Unit 3734 
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